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Status 

1 )KI Responsive to communication(s) filed on 05 June 2009 . 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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6) |EI Claim(s) 27-36 is/are rejected. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Claims 1,17,19,23 and 27-36 are pending in the application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
and the fee set forth in 37 CFR 1.17(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1 .1 14. 
Applicant's submission filed on 5/26/09 has been entered. 



Election/Restrictions 

1 . Claims 1,17,19 and 23 are directed to an allowable product. Pursuant to 
the procedures set forth in MPEP § 821.04(B), claims 27-36 are directed to the 
process of making or using an allowable product, previously withdrawn from 
consideration as a result of a restriction requirement, are hereby rejoined and 
fully examined for patentability under 37 CFR 1.104. 

Because all claims previously withdrawn from consideration under 37 CFR 
1 .142 have been rejoined, the restriction requirement as set forth in the 
Office action mailed on 6/28/06 is hereby withdrawn. In view of the withdrawal 
of the restriction requirement as to the rejoined inventions, applicant(s) are 
advised that if any claim presented in a continuation or divisional application is 
anticipated by, or includes all the limitations of, a claim that is allowable in the 
present application, such claim may be subject to provisional statutory and/or 
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nonstatutory double patenting rejections over the claims of the instant 
application. Once the restriction requirement is withdrawn, the provisions of 35 
U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 121 1 , 1215, 170 
USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Claim Objections 

2. Claim 29 is objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the 
claim(s) in proper dependent form, or rewrite the claim(s) in independent form. 
Instant claim 29 recites, "Y 1 is -(ChfefeSOT; Wi is -C(CH 3 ) 2 " which does not 
further limit the instant claim 27 to which it depends. Claim 27 does not recite "Y 1 
is -(CH 2 )3SOT" as that limitation was cancelled and Wi is CR c Rd where R c Rd are 
defined in the same manner of Yi . Yi does not recite C1 -C1 0 alkyl as this 
limitation was previously cancelled. 

3. Claims 30-36 are objected to because of the following informalities: the 
instant claims recite, "procedure" whereas the instant claim 27 to which they 
ultimately depend recites, "therapeutic and/or diagnostic procedure". Appropriate 
correction is required for consistency. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
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person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

5. Claims 27-32 are rejected under 35 U.S.C. 1 1 2, first paragraph, because 
the specification, while being enabling for physiological, renal, cardiac function 
monitoring or determining organ perfusion in vivo, does not reasonably provide 
enablement for all diagnostic procedures. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

Attention is directed to In re Wands . 8 USPQ2d 1400 (CAFC 1988) at 
1404 where the court set forth the eight factors to consider when assessing if a 
disclosure would have required undue experimentation. Citing Ex parte Forman , 
230 USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence or absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

The instant specification fails to provide guidance that would allow the 
skilled artisan to practice the instant invention without resorting to undue 
experimentation, as discussed in the subsections set forth hereinbelow. 

1 . The nature of the invention, state of the prior art, relative skill of 
those in the art, and the predictability of the art 

The claimed invention relates to a diagnostic procedure, which 
encompasses any diagnostic procedure. Different diagnostic 
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procedures/techniques require different active agents (i.e. contrast agents) for 
image enhancement. For example, MRI requires specific nuclei (i.e. gadolinium), 
CT may use iodinated contrast agents, PET may use 18 F, etc. The types of 
contrast (active) agents required for the different diagnostic 
techniques/procedures known in the art are well known and predictable to one 
ordinarily skilled in the art. 

2. The breadth of the claims 

The claims are very broad and inclusive of "diagnostic procedure" 
generally, which includes any diagnostic procedure. Also, the claims are so 
broad that they do not include a specific diagnostic procedure. Clearly, the 
methods are only used to monitor physiological, renal, cardiac function 
monitoring and determining organ perfusion via fluorescence or absorbance of 
the dyes of the instant claims. 

3. The amount of direction or guidance provided and the presence or 
absence of working examples 

The specification provides no direction for ascertaining, a priori, which 
diagnostic procedure, except those in which monitor physiological, renal, cardiac 
function monitoring and determining organ perfusion via fluorescence or 
absorbance of the dyes of the instant claims. 

4. The quantity of experimentation necessary 

There is a lack of adequate guidance from the specification or prior art as 
to how the instant compounds/dyes would be capable of performing all diagnostic 
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procedures, such as MRI, PET, etc. Applicants fail to provide the guidance and 
information required to ascertain which diagnostic procedure would be capable of 
utilizing the instant compounds/dyes without resorting to undue experimentation. 

6. Claims 27-36 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. The 
instant claims recite, "therapeutic procedure" which is new matter as the 
specification does not provide a description of a "therapeutic procedure". 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 30-32 are rejected under 35 U.S.C. 112, second paragraph, as 
being incomplete for omitting essential steps, such omission amounting to a gap 
between the steps. See MPEP § 2172.01. The omitted steps are: the method 
of administering light of wavelength in the region of 350 nm-1 300 nm. 

Conclusion 

9. Claims 1,17,19 and 23 are free of the prior art. As allowable subject 
matter has been indicated, applicant's reply must either comply with all formal 
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requirements or specifically traverse each requirement not complied with. See 
37 CFR 1 .1 1 1 (b) and MPEP § 707.07(a). 

10. This is a continuation of applicant's earlier Application No. 10/814404. All 
claims are drawn to the same invention claimed in the earlier application and 
could have been finally rejected on the grounds and art of record in the next 
Office action if they had been entered in the earlier application. Accordingly, 
THIS ACTION IS MADE FINAL even though it is a first action in this case. See 
MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set 
forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1 .1 36(a) will be 
calculated from the mailing date of the advisory action. In no, however, event will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to MELISSA PERREIRA whose telephone 
number is (571)272-1354. The examiner can normally be reached on 9am-5pm 
M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Mike Hartley can be reached on 571-272-0616. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Melissa Perreira/ 
Examiner, Art Unit 1618 



